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510(k) Summary of Safety and Effectiveness

Proprietary Name: Stryker Universal Neuro 3 System

Common Name: Neuro Plating System

Classification Name and Reference: Preformed alterable cranioplasty plate
21 CER §882.5320

Burr hole cover
21 CFR §882.5250

Cranioplasty plate fastener
21 CFR §882.5360

Proposed Regulatory Class: Class II

Product Codes: OWO - Preformed alterable cranioplasty plate
GXR - Burr hole cover
HBW - Craniopiasty plate fastener

For Information contact: Rob Yamashita
Sr. Regulatory Compliance Analyst
Stryker Craniomaxillofacial
750 Trade Centre Way, Suite 200
Portage, MI 49002
Phone: (269) 389-4258 / Fax: (269) 329-2235
rob~yamashita(a),strvker.com

Date Prepared: September 1, 2011

Indications for Use IIntended Use

The Stryker Universal Neuro 3 System is intended for reconstruction, stabilization

and/or rigid fixation of non load-bearing areas subsequent to craniotomy, craniectomy

and cranial fractures in adults and adolescents (age 12 and higher).

Contraindications

The Stryker Universal Neuro, 3 System is contraindicated for the following:

* Use of plates in non-reducible and unstable fractures

* Patients with active local infections

" Patients with metal allergies and foreign body sensitivity
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" Potentially non-compliant patients with mental or neurological conditions who

are unwilling or incapable of following postoperative care instructions

" Patients with limited blood supply to, or insufficient quality of, bone

* Use of products in cases where the fixation of the products could result in

their peripheral edge coming into contact with the dura mater

" Screws coming in contact with the dura mater

" Use of implants adjacent to developing paranasal sinuses

Technological Characteristics

The Stryker Universal Neuro 3 System is designed for a wide selection of solutions

for cranial fixation. It consists of an implant module (a storage module that contains

various versions and shapes of plates and screws) for the respective anatomical and

indicated areas.

The low profile plates of the Stryker Universal Neuro 3 System provide rigid fixation

of cranial flaps with decreased palpability. There is a comprehensive selection of

burr hole covers, straight plates, gap plates, 3D-plates, shunt plates, and box plates to

provide mainy fixation options. The malleable plates can be easily contoured by hand

without instruments. The pit-shaped skull-base plates provide covers for standard

craniectomies, obviating the need to cut or trim mesh.

Performance Data

Materials used for the Stryker Universal Neuro 3 System are the same as the predicate

devices. This includes all three product codes (OWO, GXR and HHW). The

titanium materials used for manufacturing of the Stryker Universal Neuro 3 implants

are rated to be biocompatible according to ISO 10993-1. Cytotoxicity testing was

performed according to ISO 10993-1, 10993-5, 10993-12, and. 10993-18. Thc

corrosion resistance of all Ncuro 3 screws, plates and meshes were demonstrated.

The bending stability of the Universal Neuro 3 plates (product code OWO) and burr

hole covers (product code GXR) were tested by following ASTM F 382-99. The

Lerch test was passed by all plates.



For the screws (product code HEW), the testing was performed via ASTM F 543 -

Standard Specification and Test Methods for Metallic Medical Bone Screws, 2007.

Torque, depth and angle were measured. The screws passed the automated insertion

test.

Additionally, we tested the fixation stability of our screws with pull out safety testing

and the retention force between the screw and the screwdriver blade also utilizing

ASTM F 543. All acceptance criteria were met.

Substantial Equivalence

The Stryker Universal Neuro 3 System has been verified and validated according to

Stryker procedures for product design and development. The validation proves the

safety and effectiveness of the system. The information provided by Stryker in this

510(k) application was found to be substantially equivalent with these predicate

devices:

* Stryker Universal Neuro, 2 System (Stryker, K03 1659)

* Stryker Micro Dynamic Mesh (Stryker, K983 528)

* Synthes Neuro Plate and Screw System (Synthes, K022012)

* KLS-Martin Micro Osteosynthesis System (KLS-Martin,

K944561/K944565)

The Stryker Universal Neuro 3 System, as stated above, consists of devices with three

product codes: OWO (plates), GXR (burr hole covers), and HBW (screws). It has the

same material composition and operating principles as its predicates mentioned

above. The intended use is similar to the predicate systems with the only difference

being the inclusion of adolescent usc. Further, there may be slight differences in

dimensions and shapes between the Stryker Universal Neuro 3 System and the

predicate devices; however, the information provided in this 5 10(k) proves substantial

equivalence to the predicate devices.

Specifically speaking, our Universal Neuro 3 burr hole covers and screws are

substantially equivalent to Stryker Universal Neuro 2 System (K03 1659) and

9



Synthes Neuro Plate and Screw System (K0220 12). Our Universal Neuro 3 plates are

substantially equivalent to the same two predicates named above (K03 1659 and

K0220 12) plus Stryker Micro Dynamic Mesh (K983528). Also, we included the

KLS-Martin Micro Osteosynthesis System (K944561/K944565) as a predicate

because of its indicated pediatric use.

Below are three tables that outline our Universal Neuro 3 substantial equivalence.

L
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 Newv Hampshire Avenue

Document Control Room -W066-G609
Silver Spring, MD 20993-0002

Mr. Rob Yamashita
Senior Regulatory Affairs Representative JAN 20for
Stryker Craniomaxillofacial
750 Trade Centre Way, Suite 200
Portage, MI 49002

Re: K1 12557
Trade/Device Name: Stryker Universal Neuro 3 System
Regulation Number: 21 CFR 882.5320
Regulation Name: Performed alterable cranioplasty plate
Regulatory Class: Class 11
Product Code: GWO, GXR, HBW
Dated: December 28, 2011
Received: December 29, 2011

Dear Mr. Yamashita:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration. Please note: CDRH does not evaluate information related to contract liability

-warranties-We remind you, however; that device labeling must-be-truthful and not-misleading. -

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it

may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical



Page 2 - Mr. Rob Yamashita

device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

go to httv)://www.fda.gov/AboutFDA/CefltersOffices/CDRH/CDPHOffices/ucml 15809.htm for

the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go to
http://www.fda.2zov/MedicalDevices/Safety /"ReplortaProblem/ldefault.htm for the CDRH' s Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address

/ Director
Division of Ophthalmic, Neurological

and Ear, Nose and Throat Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number: KI112557

Device Name: Stryker Universal Neuro 3 System

Indications For Use:

The Stryker Universal Neuro 3 System is intended for reconstruction, stabilization and/or rigid
fixation of non-load-bearing bony areas subsequent to craniotomy, craniectomy and cranial
fractures in adults and adolescents (age 12 and higher).

Contraindications:

The Stryker Universal Neuro 3 System is contraindicated for the following:

* Use of plates in non-reducible and unstable fractures
* Patients with active local infections

* Patients with metal allergies and foreign body sensitivity
* Potentially non-compliant patients with mental or neurological conditions who are unwilling

or incapable of following postoperative care instmuctions
* Patients with limited blood supply to or insufficient quality of bone
* Use of products in cases where the fixation of the products could result in their peripheral

edge coming into contact with the dura mater
* Screws coming in contact with the dura mater
* Use of implants adjacent to developing paranasal sinuses

Prescription Use VAND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurence of CDRH, Office of Device Evaluation (ODE)

4J "
(Division Sign-Off)

Division of ophthalmic, Neurological and Ear, Page 1 of 1

Nose and Throat Devices

3lO(k)Number K 25


